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Missouri’'s Legislation

FIRST REGULAR SESSION

[TRULY AGREED TO AND FINALLY PASSED]
SENATE COMMITTEE SUBSTITUTE FOR
HOUSE BILL NO. 716
95TH GENERAL ASSEMBLY
1522S.03T 2009
AN ACT
To amend chapter 191, RSMo, by adding thereto three new sections relating to newborn screenings.
Be it enacted by the General Assembly of the state of Missouri, as follows:
Section A. Chapter 191, RSMo, is amended by adding thereto three new sections, to be known as sections 191.333,

191.1127, and 191.1130 to read as follows:

191.333. 1. This section shall be known and may be cited as the "Brady Alan Cunningham
Newborn Screening Act".

2. By July 1, 2012, the department of health and senior services shall expand the newborn
screening requirements in section 191.331 to include the following lysosomal storage diseases:
Krabbe disease, Pompe disease, Gaucher disease, Niemann-Pick disease, and Fabry
disease. The department may by rule screen for additional lysosomal storage disorders when the
following occurs:

(1) The registration of the necessary reagents with the federal Food and Drug Administration;

(2) The availability of the necessary reagents from the Centers for Disease Control and Prevention;

(3) The availability of quality assurance testing methodology for such processes; and

(4) The acquisition and installment by the department of equipment necessary to implement the expanded screening
tests.
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Process of Implementation
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Legislation passed in 2009
Required to screen by 2012
Developed an LSD taskforce 2012
Developed contracts for follow - up

Contracted with New York to screen for
Krabbe August 2012

Began full population - based pilot
Implementation for Pompe,  Gaucher, Fabry
and MPS- 1 January 2013 and went live
August 1, 2015

Krabbe In- house population - based pilot
Implementation April 2015



Process of Implementation (Cont’d)

y ~78,000 annual birthrate in Missouri.

1 ~92,000 samples received per year. Average of
375 specimens tested per working day counting
duplicate re - testing of abnormal results

1 Staff of 16 scientists in lab and 3 FTEOs 1 A f o
up

12 | ab FTEOs an d-uddedichted to LSDo |
screening

1 5 lab staff are trained to conduct LSD testing
1 2 DMF workstations (8 platforms)
1 4 contracted centers for follow - up




Equipment for Pompe, Gaucher,
Fabry and MPS-I
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Courtesy of Missouri State Public Health Lab



Workflow for LSD Testing

Punch samples (15 min per 96- Extract samples (30 min at room
well plate) temp)

Load filler fluid into
cartridge while samples

are on shaker,
and thaw reagents

—

Load samples (3.5 ul) and reagents (12ul) into cartridge;
Instrument run time ~ 2 hrs and 45 min
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Current Referral Cutoffs

} GAA (Pompe) c¢ uunof/f/ hr=
(0.25% percentile)

, GBA (Gaucher) cutoff = ®.7 umol /L/ hr
(0.15% percentile)

1 GLA (Fabry) cutoff= O 7.4 umol /L/ hr
(0.52% percentile)

; IDUA (MPS1) cutoff= O 1.4 umol /L/ hr
(0.07% percentile)
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